AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§1306.12

written prescription signed by the pre-
scribing individual practitioner or to
an order for medication made by an in-
dividual practitioner which is dis-
pensed for immediate administration
to the ultimate user.

(d) In the case of an emergency situa-
tion, as defined by the Secretary in
§290.10 of this title, a pharmacist may
dispense a controlled substance listed
in Schedule Il upon receiving oral au-
thorization of a prescribing individual
practitioner, provided that:

(1) The quantity prescribed and dis-
pensed is limited to the amount ade-
quate to treat the patient during the
emergency period (dispensing beyond
the emergency period must be pursuant
to a written prescription signed by the
prescribing individual practitioner);

(2) The prescription shall be imme-
diately reduced to writing by the phar-
macist and shall contain all informa-
tion required in §1306.05, except for the
signature of the prescribing individual
practitioner;

(3) If the prescribing individual prac-
titioner is not known to the phar-
macist, he must make a reasonable ef-
fort to determine that the oral author-
ization came from a registered individ-
ual practitioner, which may include a
callback to the prescribing individual
practitioner using his phone number as
listed in the telephone directory and/or
other good faith efforts to insure his
identity; and

(4) Within 72 hours after authorizing
an emergency oral prescription, the
prescribing individual practitioner
shall cause a written prescription for
the emergency quantity prescribed to
be delivered to the dispensing phar-
macist. In addition to conforming to
the requirements of §1306.05, the pre-
scription shall have written on its face
“Authorization for Emergency Dis-
pensing,” and the date of the oral
order. The written prescription may be
delivered to the pharmacist in person
or by mail, but if delivered by mail it
must be postmarked within the 72-hour
period. Upon receipt, the dispensing
pharmacist shall attach this prescrip-
tion to the oral emergency prercription
which had earlier been reduced to writ-
ing. The pharmacist shall notify the
nearest office of the Administration if
the prescribing individual practitioner
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fails to deliver a written prescription
to him; failure of the pharmacist to do
so shall void the authority conferred
by this paragraph to dispense without
a written prescription of a prescribing
individual practitioner.

(e) A prescription prepared in accord-
ance with §1306.05 written for a Sched-
ule Il narcotic substance to be
compounded for the direct administra-
tion to a patient by parenteral, intra-
venous, intramuscular, subcutaneous
or intraspinal infusion may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the home infusion
pharmacy by facsimile. The facsimile
serves as the original written prescrip-
tion for purposes of this paragraph (e)
and it shall be maintained in accord-
ance with §1304.04(h).

(f) A prescription prepared in accord-
ance with §1306.05 written for Schedule
Il substance for a resident of a Long
Term Care Facility may be transmit-
ted by the practitioner or the practi-
tioner’s agent to the dispensing phar-
macy by facsimile. The facsimile
serves as the original written prescrip-
tion for purposes of this paragraph (f)
and it shall be maintained in accord-
ance with §1304.04(h).

[36 FR 7799, Apr. 24, 1971, as amended at 36
FR 18733, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973 and amended at 53 FR
4964, Feb. 19, 1988; 59 FR 26111, May 19, 1994;
59 FR 30832, June 15, 1994]

§1306.12 Refilling prescriptions.

The refilling of a prescription for a
controlled substance listed in Schedule
11 is prohibited.

§1306.13 Partial
tions.

(a) The partial filling of a prescrip-
tion for a controlled substance listed in
Schedule Il is permissible, if the phar-
macist is unable to supply the full
quantity called for in a written or
emergency oral prescription and he
makes a notation of the quantity sup-
plied on the face of the written pre-
scription (or written record of the
emergency oral prescription). The re-
maining portion of the prescription
may be filled within 72 hours of the
first partial filling; however, if the re-
maining portion is not or cannot be
filled within the 72-hour period, the
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pharmacist shall so notify the prescrib-
ing individual practitioner. No further
quantity may be supplied beyond 72
hours without a new prescription.

(b) A prescription for a Schedule 11
controlled substance written for a pa-
tient in a Long Term Care Facility
(LTCF) or for a patient with a medical
diagnosis documenting a terminal ill-
ness may be filled in partial quantities
to include individual dosage units. If
there is any question whether a patient
may be classified as having a terminal
illness, the pharmacist must contract
the practitioner prior to partially fill-
ing the prescription. Both the phar-
macist and the prescribing practitioner
have a corresponding responsibility to
assure that the controlled substance is
for a terminally ill patient. The phar-
macist must record on the prescription
whether the patient is ‘““terminally ill”’
or an “LTCF patient.” A prescription
that is partially filled and does not
contain the notation ‘“‘terminally ill”’
or “LTCF patient” shall be deemed to
have been filled in violation of the Act.
For each partial filling, the dispensing
pharmacist shall record on the back of
the prescription (or on another appro-
priate record, uniformly maintained,
and readily retrievable) the date of the
partial filling, quantity dispensed, re-
maining quantity authorized to be dis-
pensed, and the identification of the
dispensing pharmacist. Prior to any
subsequent partial filling the phar-
macist is to determine that the addi-
tional partial filling is necessary. The
total quantity of Schedule Il controlled
substances dispensed in all partial fill-
ings must not exceed the total quan-
tity prescribed. Schedule Il prescrip-
tions for patients in a LTCF or pa-
tients with a medical diagnosis docu-
menting a terminal illness shall be
valid for a period not to exceed 60 days
from the issue date unless sooner ter-
minated by the discontinuance of
medication.

(c) Information pertaining to current
Schedule Il prescriptions for patients
in a LTCF or for patients with a medi-
cal diagnosis documenting a terminal
illness may be maintained in a comput-
erized system if this system has the ca-
pability to permit:

(1) Output (display or printout) of the
original prescription number, date of
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issue, identification of prescribing indi-
vidual practitioner, identification of
patient, address of the LTCF or address
of the hospital or residence of the pa-
tient, identification of medication au-
thorized (to include dosage, form,
strength and quantity), listing of the
partial fillings that have been dis-
pensed under each prescription and the
information required in §1306.13(b).

(2) Immediate (real time) updating of
the prescription record each time a
partial filling of the prescription is
conducted.

(3) Retrieval of partially filled Sched-
ule Il prescription information is the
same as required by §1306.22(b) (4) and
(5) for Schedule 11l and IV prescription
refill information.

(21 U.S.C. 801, et seq.)

[36 FR 7799, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 45
FR 54330, July 15, 1980; 56 FR 25027, June 3,
1991]

§1306.14 Labeling of substances.

(a) The pharmacist filling a written
or emergency oral prescription for a
controlled substance listed in Schedule
Il shall affix to the package a label
showing date of filling, the pharmacy
name and address, the serial number of
the prescription, the name of the pa-
tient, the name of the prescribing prac-
titioner, and directions for use and
cautionary statements, if any, con-
tained in such prescription or required
by law.

(b) The requirements of paragraph (a)
of this section do not apply when a
controlled substance listed in Schedule
Il is prescribed for administration to
an ultimate user who is institutional-
ized: Provided, That:

(1) Not more than 7-day supply of the
controlled substance listed in Schedule
Il is dispensed at one time;

(2) The controlled substance listed in
Schedule Il is not in the possession of
the ultimate user prior to the adminis-
tration;

(3) The institution maintains appro-
priate safeguards and records regarding
the proper administration, control, dis-
pensing, and storage of the controlled
substance listed in Schedule I1; and

(4) The system employed by the phar-
macist in filling a prescription is ade-
quate to identify the supplier, the



		Superintendent of Documents
	2010-11-11T19:00:01-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




